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Reasoned statement under Rulc43A/5 l(a)(i) with rcgord to novelty, inventive step or industrial applicability; 
citations and cxplanatioas supporting such statement 



2 FURTHER ACTION 

If a demand for internaiionat preliminary examination is mode, this opinion will be considered to Itc a written opinion of the 
Intcmalionol Preliminary Examining Authority ("IPEA") except that this docs not apply where the applicant chooses an Authority 
other than this one to be the IPEA and ihc chosen IPEA bus notified ihc International Bureau under Rule 66 \bisib) that written 
opinions of this International Searching Authority will not be so considered 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the IPEA 
a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 
PCT/IS A/220 or bcforo the expiration of 22 months from the priority date, whichever expires later. 

For further options, sec Fonn PCT/ISA/220 
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Box No. I Basis of this opinion 



I With regard to Uie language, this opinion has been established on the basis of: 
(3 the international application in the language in which it was filed 

□ a translation onhemternat^^^ ^ ^j^^^^ ^ 

uansiation lurnishcd for the purposes of inlcmational search (Rules 12 3(a) and 23 1(b)) 



With regard to any nucleoHUe and/or amino acid sequence disclosed in the international application and ncce^sar/ to the 
claimed invention, this opinion has been established on the basis of: nccessaiy to the 

a type ol material 

□ u sequence listing 

□ tablc(s} related to the sequence listing 



format of material 

□ on paper 

I I in electronic form 



limcof liiing/l'urnishing 

□ contained in the international application as filed 

□ filed together with tlio international application in electronic form 
furnished subsequently to this Authority for llic purposes of search 



^ Id o 1, H T , " ""^ °' '"■'^ °' " "'""8 ""'^o' '"""(s) rclutins <horcto has been 

^1 ^^^n r; . ' '^'.[T"^ nlalcmcnt. thm Ih* inrormulbn in the .,ub.cqucnt or additional copies is iden.i«.l7o Z 
in Ihc application us l.lcd or docs not go beyond the application as filed, as appropriulc. were furnished 
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Box No. V Reasoned statement undci Rule 436£y.I(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I Statement 

Novelty (N) 



Claims 
Cluims 



7-9. 18-39 



1-6. 10-17 



YES 
NO 



Inventive step (IS) 



Claims 
Claims 



7-9, 23-27, 32, 33. 35. 36. 38. 39 



1-6. 10-22. 28-31. 34.37 



YES 
NO 



Industrial applicability (lA) 



Claims 
Cluims 



1-39 



NONE 



YES 
NO 



Citations and explanations: 

Claims 1-6 and 10-16 lack novelty under POT article 33(2) as being antidpated by US Patent No. 6.746.451 to Middleton. herein after 
referred to as Middleton 

Referring to claims 1-2. Middleton discloses a tissue cavitation device (such as 100. 600. etc ) Including an occluding member (such as 
620. and other con-espondlng components for other embodiments) with a cutting device (1 30. 630, etc ) on the distal end for the cutting of 
tissues around the distal end of an introducing device such as a cannula (such as 14. etc.) The cannula is capable of tissue penetration 
as recited in column 5. tines 25-40. See also (Col 3, line 13-16) The device stmcture will engage the tissue when inserted and resect 
the llssue. Middleton also discloses a two phase tissue engaging device, wherein said device expands (120. 11 1. etc.) when leaving the 
distal end of the Introducing device engaging the tissues that surround the distal end of the cannula, said two phase device belna a 
(f ochar. cannula or needle . (Col. 3 line 1 6-34; Col 6. In 1 1 -1 8) ^ 

^'.^''"^ '^'^^'^^o" discloses that as applied to claim 1 as well as a tissue cutting device that has a rotatable or reciprocal 
Shan (Col. 3, line 30-33) . 

Referring to claims 5. 10 and 14. Middleton discloses that as applied to claim 1. as well as a tissue cavitation device including an 
occluding member on the distal that has a two phase tissue engaging device wherein the device Is In a normal or retracted position when 
ad|acent to the distal end and extends when removed (Col 6, fine 1 1-29) 

Regarding claim 6, Middleton discloses that as applied to claim 1. as well as Ussue removal means for retrieving the tissue as recited in 
column 11, lines 21-29. , 

Referring to claim 11-12. Middleton further discloses that as applied to claim 10, as well as a cutting device that could utilize serrated 
edges, threads, cutting flutes, abrash^e surfaces, and beveled edges and various combinations (Col 7. tine 27-31) 

Referring to daim 13. Middleton discloses that as applied to claim 10 as well as a cutUng device that could be sttdably connected to the 
shaft of the cannula (Col 1 1 line 32-35) 

Referring to claims 14-16. Middleton discloses that as applied to claim 10. as well as a tissue cavitation device that can be used for tissue 
han/esting. the removal of diseased hard or soft tissues, or the general removal of hard or soft tissues (Absl/act, Coi 3. line 5-12) 

Claim 17 lacl<5 novelty under PCT article 33(2) as being anticipated by US Patent No 6.010.493 to Snoke. herein after referred to as 
Snoke 

Referring to claim 17. Snoke disctoses percutaneously accessing the epidural space and introducing a fluid to distend the epidural space 
to aid in a variety of dIagnosUc and therapeutic procedures, including the introducing of a cutting or Ussue removal tool (Abstract Rq 13 
Col 2- line 21-25 & 39-46. Col. 4, line 1 M5. Col 4. line 44-54. daim 3) ^ ^ ^ . -"'a 

Claims 18-22 lack an inventive step under PCT article 33(3) as being obvious over Snoke in view of Middleton . 
Regarding claim 18. Snoke discloses that as applied to claim 1 7 However. Snoke does not redte the specifics of the cutting tool where 
the cutting tool has an occluding member slidably received on or in a cannula where an aperture is closed when the occluding member Is 
adjacent the cannula distal end. On the other hand. Middleton disdoses a cutting device for cutting tissues adjacent to the distal and of a 
cannula, said cutting device being slidably conneded to the shaft of said cannula, as discussed above with regard to claim 1 See also 
(Col. 3. line 13-34. Col 1 1. line 32-35) Therefore, it would be obvious to one of ordinary skill in the art to utilize the cutting system of 
Middleton to perform the method of Snoke for the purpose of proper tissue removal. 

Regarding daim 19. Snoke as modified by Middleton disdose that as applied to daim 18 Further Middleton discloses means for tissue 
removal as discussed above with regard to daim 6 as In column 1 1 . lines 21-29 Therefore, it would be further obvious In the modification 
of Snoke to indude llssue removal means, as taught by Middleton for the purpose of retrieving the tissue and removing it after excision 



See supplemental box 
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In case (he space in any of the preceding lioxes is not sufficient 
Continuation of; 
-Box V- 

Ref erring to claim 20. Snoka as-modified by MIddleton discloses that as appfied to claim 17. Furiher, Middlelon disclose the removal of 
tissues as described in reference lo claims 1 and 10, but does not disclose providing a worl^lng zone as in claim 17 Snoke discloses 
perculaneously accessing the epidural space and introducing a nuid to distend the epidural space as discussed in reference to claim 17 
(Abslracl, Fig 13. Coi 2 line 21 -25 & 39-46, Col 4. Dne 1 M5, Col 4. line 44-54. claim 3) It would be obvious to one skilled In the art to 
access the epidural space in accordance with Snoke and excise the tissues using the device and method described by Middleton for the 
purpose of enhanced tissue removal and spinal stenosis treatment 

Referring to claims 21 and 22. Snoke as modified by Middleton discloses that as applied to claim 20 as well as MIddleton also discloses i 
device for cutting multiple types of tissues, including soft tissue and bone. (Abstract. Col 10. Une 46-48) Therefore H would be further 
obvious m the modificaUon to Include cutting multiple types of Ussues. including soft tissue and bone Further, in the modificatton the 
procedure is capable of being carried out without repositioning the device. 

Claims 28 -31 34 and 37 lack an inventive step under PCT article 33(3) as being obvious over Snoke tn view of Middleton and further in 
view of 4.994.072 to Bhate. herein after referred to as Bhale 

Regarding dalm 28. Snoke discloses a method of treating a stenosis In a spine via percutaneous access of the epidural space as 
discussed with regard to daim 17. Snoke also discloses tissue removal but is silent as to the spedfics of the tissue removal device 
Middleton. on the other hand, discloses a tissue removal tool as discussed with regard to claim 1 Therefore. It would be obvious to one of 
ordinary skill In the art at the time the InvenUon was made to Include the expandable cutting device as disclosed by Middleton in the spinal 
procedure of Snoke for the purpose of enhanced tissue removal Further. It would be obvious to have this be In a kit for orocedural kits are 
well known In the art *^ *«.cuuioi nit» di« 

Regarding dalms 29 and 30. Snoke as modified by Middleton disdose that as applied to claim 28. However, Snoke and Middleton are 
silent on the use of a contrast medium On the other hand, Bhate discloses an expandable dilation catheter or cannula in which the 
expansion fluid is a radiopaque fluid contrast medium that Is Introduced It would be obvious to one skOIed in the art to further modify the 
invention of Snoke as modified by Middleton to indude accessing the epidural space with the use of the contrast medium as disclosed in 
Bhate for purpose of enhanced imaging as it Is well known thai the Introduction of a contrast medium is usefbl In the aid of Imaging 
procedures within the body. Regarding dalm 30. a non-lonte myelographic contrast medium would be further obvious to one of ordlnarv 
skill in the art as It is a well known contrast medium 

Regarding claim 31, Snoke as modified by Middleton and further by Bhate disclose that as applied to dalm 28 Further a volume of 
medium that is Injectable at ambient temperatures and more viscous al body temperature would further be obvious to one of ordlnarv skill 
tn the art at the Ume of InvenUon for purpose of enhanced visualization and better fluid handling ability once inside the body. 

Regarding dalm 34. Snoke as modified disdoses that as applied to daim 28 Further, Snoke discloses a surgical device such as that 
shown In block 141 

Regarding daim 37. Snoke as modified disdoses that as applied to daim 34 Further. Middleton shows a barbed member fsuch as 1301 
Therefore, the cutting member would be obvious in the modification ' 

Claims 7-9 meet the criteria set out In PCT Article 33(2)-{3). because the prior art does not teach or falriy suggest a means for resecttno 
and removmg tissue comprising a keyhole slot, with a hook comprising a length of wire bent through at least 270 degrees 

Claims 23-27 meet the criteria set out in PCT Article 33(2).(3). because the prior art does not teadi or falriy suggest the combination of 
limitations redted in daim 20 induding anchoring a tissue exiracling device In the llgamentum llavum to pull said figamenl Into the desired 
position and using a second anchoring device to retain the llgamentum flavum in the desired position Claims 24-27 depend from daim 23 

Claims 32 and 33 meet the criteria set out in PCT Arttele 33(2).(3). because the prior art does not teach of fairly suggest the llmilatbns of 
claim 28 including utilizing a contrast medium containing a bfoadlve agent or a steroid 

Claim 35 meets the criteria set out in PCT Artlde 33(2)-(3). because the prior art does not teach or fairly suggest the combination of 
limitations of claim 34 induding a cannulaled scalpel having a side aperture proximal its distal end, comprising two radially exiendable 
arms construded such that radially extending amis causes them to extend outward through said side aperture and retracting said arms 
causes them to dose through said aperture 

Claim 36, 38 and 39 meet the criteria set out In PCT Article 33{2)-(3). because the prior art does not leach or fairty suggest the 
combination of limitations disclosed In dalm 34 Induding a surgical device comprising a tool for resecUng a section of the llgamentum 
fiavum: surgical device for engaging and retracting the ligamentum llavum and means for anchoring the retraded llgamentum flavum 

Claims 1-39 meet the criteria as set forth in PCT Artlde 33(4) because the da&ned subject matter can be made and/or used in industry 
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